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Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, Inventive step or Industrial applicability; 



1 . This written opinion is the first drawn up by this International Preliminary Examining Authority 

2. This opinion contains Indications relating to the following Items: 

I El 

II □ 

III P 

IV H 

V H |,« aOV ,,«« ■ - 

citations and explanations supporting such statement 

VI □ Certain documents cited 

VII □ Certain defects In the international application 

V||| □ Certain observations on the International application 

3. The applicant Is hereby Invited to reply to this opinion. 

Whan? Sea the time limit Indicated above. The appllcani may tefore the expiration of that time limit, 
request this Authority lo grant an extension, see Rule 66.2(d). 

How? By submitting a written reply, accompanied, where appropriate, by 'amendments, according to Pule 66.3. 
For die tern! and the language of theamendments. see RuIob 66.6 and 66.9. 

Aleo: For an addlllonai opportunity to submit amendments, sea Rule 66.4. 

For ^a examiner's obligation to consider amendmente apdfcr arguments, see Rule 66.4 bis. 
For an Informal communication with the examiner, see Rule 66.6. 

If no reply la filed, the International preliminary examination report will be established on the basis or this opinion. 

4. The final dale by which the intemaHonal prBlimlnaiy , BMOnnB 
examination report must be established according to Rule 69.2 js: 25.01 .2005 



Name and mailing address of the International 
preliminary examining authority: 



European Patent Office - p.B. 6B1B Petenttaan 2 
NL-2260 HV Rl|9w||k - Pays Bas 
Tel. 4-31 70 340 - 2040 Tx: 31 661 epo nl 
Fax: +31 70 340-3016 



Authorized Officer 
Serjy, R 



Formalities officer (Incl. extension of time limits) 
Viegas da Cruz, I 
Telephone No. +31 70 340-1023 
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WRITTEN OPINION International application No, PCTVGB 0304099 

I. Baals of tha opinion 

1 With reqard to the elements of the international application (Replacement sheets which have been fomish&d to 
XhTm^gOmce in response to an invitation under Article 14 are referred to m this opinion as "onginalfy 

filed 0 )' 



Description. Pages 

1_g as originally filed 

Claims. Numbers 

j.jB as originally filed 

Drawings. Sheets 

<\fa2& as originally filed 

P With reqard to the language, all the elements marked above were available or furnished to this Authority in the 
Kuage in wNch the International application vwas filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under RuIb 23.1 <b». 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under 
RuIb 55.2 andfor 55.3). 

3 With regard to any nucleotide andfcr amino acid sequence disclosed in the international application, the 
IntLaS preliminary examination was carried out on the basis of the sequence (.sting: 

□ contained in the international application in written form- 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

* P the description, pages: 

□ the claims. Nos.: 

□ the drawings, sheets: 

6 □ This opinion has been established as if (some of) the amendments had not bean made, since they have 
been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

6. Additional observations, if necessary: 
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IV. Lack of unity of Invention 

! . m response to the invitation (Form PCT/lPEA/405) to restrict or pay additional fees, the applicant has: 

□ restricted the claims. 

□ paid additional fees. 

□ paid additional fees under protest, 

□ neither restricted nor paid additional fees. 

see separate sheet 

3 Consequently, the following parts of the international application were the subject of international preliminary 
examination in establishing this opinion: 

El all parts. 

□ the parts relating to claims Nos. . 

V Reasoned statement under Rule 6B.2(a)(H) with regard to novelty inventive step or Induetrlal 
appSSity; citations and explanations supporting such statement 

1. Statement 

Novelty (IM) c,aims 1 " 18 

Inventive step (IS) Claims 1-18 

Industrial applicability (|A) Claims 

2. Citations and explanations 
see separate sheet 
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Ba Item IV 

I ack of unity of invention 

1 . This Authority agrees with the objection put forward by the Search Authority as to 
lack of unity, the reasons for the objection being as follows: 

1 .1 The present set of claims comprises three groups of claims which are not so 
linked as to form a single inventive concept: 

Group I : Claims 1 -3 and 1 1 -1 a, when dependent on claim 1 , are related to 

a syringe having a barrel, a plunger and a needle unit, the needle unit having a housing 

a needle-mounting hub, a biasing element, a stop element; 

the barrel having a seal (purpose: prevent leakage of syringe contents). 

Group II: Claims 4. and 1 1-18, when dependent on claim 4. are related to a needle 
unit having a housing, a needle-mounting hub, a biasing element, a stop element 
blocking inward movement of the hub into the barrel, the stop element is arranged to 
snap between the needle hub and the housing (purpose: simple and effective manner 
of assembly of housing and hub). 

Group III: Claims 5-1 0 are related to a needle unit having a housing, a needle- 
mounting hub, a biasing element, a stop element and a sheath (purpose: to shield the 
needle and to prevent premature release of the needle-mounting hub from the stop 



1 .2 The common concept linking together the independent claims of the above groups 
is the following: a needle unit having a housing, a needle-mounting hub, a biasing 
element, a stop element. 

This common concept is not novel, see e.g. document US-B1-6228054 (document D1). 
column 8, lines 11-27. 51-56 and column 9. line 65 - column 10. line 25. Figures 2, 7-9, 
and Item V below. 

1 .3 Since the remaining technical features specified in claims 1 , 4 and 5. respectively, 
are not the same or corresponding technical features, a technical relationship between 
the subject-matter of the independent claims of the above indicated groups of claims 



element). 
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SEPARATE SHEET . 

required by Rule 13 PCT does not exist, and the requirement for unity of invention is 
not fulfilled. 

fieJtfinxY 

Reasoned statement under Rule B6.2(a)(ii) with regard to novelty, inventive step 
or industrial applicability; citations and explanations supporting such statement 

1 . First subject-matter, claims 1-3, 1 1-18 

Document D1 discloses 
a syringe (2) having a barrel, a plunger (1) and a needle unit (3), the needle unit having 
a housing connected to one end of the barrel; 
a needle-mounting hub (11): 

a biasing element (13) arranged to urge the hub (1 1) inwardly of the barrel; 
and 

a stop element (23) blocking inward movement of the hub (1 1) into the barrel until the 
hub (1 1) is released from the stop element (23) in response to the plunger reaching the 
final part of, or the conclusion of. its delivery stroke to allow retraction of the needle- 
mounting hub (1 1) so that a part for connecting the needle housing to the barrel is 
provided with a seal which contacts an outer peripheral surface of the stop element 
(23). 

Consequently, claim 1 is not new in view of D1 so that the requirements of Article 33(2) 
PCT are not met, 

2. Remark: The subject-matter of claim 2 appears to be new and inventive. 
Consequently, the claim 2 together with dependent claims 3. 11-1B. would meet the 
requirements of Article 33(2) and (3) PCT. 

3. Second subject-matter, claims 4, 1 1 -1 8 

Claim 4 is not new in view of D1. Compare paragraph 1 of item V above. 

4. Claims 11-18. when dependent on claim 4, do not contain any features which, in 
combination with the features of any claim to which they refer, meet the requirements of 
the PCT in respect of novelty and/or inventive step, see for example: 

BEST AVAILABLE COP"* 



PCT/SaparatB ShesV40a (Sheet 2) (EPO-Apni 1B07) 





WRITTEN OPINION 



International application No. PCT/GB03/04099 



SEPARATE SHEET 

4.1 novelty 

D1. figures B, 9; column 9, line 65 - column 10, line 25, for claims 11,14-17; 
4-2 Inventive step 

Claims 12, 13 and 1 B define features which are merely one of several straightforward 
possibilities from which the skilled person would select, in accordance with 
circumstances, without the exercise of inventive skill, in order to solve the problem 
posed, namely secure holding between housing (14) and barrel (1 0)(regarding claims 
12, 13) and easy way to insert stop element (15) into barrel (10)(regarding claim 18). 

5. Claim 4 is not clear, contrary to Article 6 PCT. insofar as the wording "a biasing 
element arranged to urge the hub inwardly of the barrel" defines the needle unit by 
reference to a feature (barrel) which is not part of the claim (see Claim 4. line 1 : 
"suitable for use with a syringe comprising a barrel..."). To clarify the claim "the barrel" 
has to be included into its scope. 

5.1 Additionally, the claims 11-1 8, when dependent on claim 4. are not clear as far as 
they also refer to a barrel or a plunger which are not part of claim 4. Thus these claims 
do not meet the requirements of Article 6 PCT In that the matter for which protection is 
sought is not clearly defined. 

6. Third subject-matter, claims 5-10: 

6.1 D1 discloses (see column 8, lines 1 1-27 and column 9. line 65 - column 10, line 
25, Figures 2, 7-9) 

a needle unit having the features as already listed in paragraph 1 of item V above. 

The subjBct-matter of claim 5 differs from this state of the art in that a sheath is 
provided for enclosing the needle and a housing including one or more openings 
through which the sheath and stop element can make contact. 

As such, claim 5 meets the requirements of Article 33(2) PCT. 

The problem to be solved by this differing features is to shield the needle and to 
prevent premature release of the needle-mounting hub from the stop element. 
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It is not obvious to provide a sheath for enclosing a needle which can also make 
contact with a stop element insofar as extra openings for making the contact have to be 
provided in the needle housing- 
Advantage: secure hold of stop element in the needle housing. 

As such, the subject-matter of claim 5 also meets the requirements of Article 33(3) 
PCT. 

Since claims 6-10 are dependent on claim 5 they also meet the requirements of Article 
33(2) and (3) PCT, 
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